Comparison of impurity profiles of Orlistat pharmaceutical products using HPLC tandem mass spectrometry.
HPLC-UV and MS/MS studies of impurity profiles of original (Xenical, F. Hoffmann-La Roche Ltd., Switzerland) and generic (Cobese, Ranbaxy Laboratories Limited, India, and Orsoten, KRKA, Russia) products were carried out. The drug and related impurities were extracted by dissolving commercial samples in ethanol. The generic formulations contained higher levels of impurities than the original product. Impurity profiles (HPLC-MS/MS) of the generic samples are similar among themselves, whilst different in comparison to the impurity profile of the original product. The number of detected impurities for generics (14 impurities in Cobese and 13 impurities in Orsoten) is higher than for the original product (3 impurities in Xenical). Based on these analyses the overall analytical quality follows the order Xenical (best)>Orsoten>Cobese.